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DETAILED ACTION 
Claim Rejections • 35 USC §112 

Claim 40 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 
The claim recites the limitation of a means for generating at least one signal and it is 
unclear what the means for doing this step is. 

Claim Rejections • 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-3, 5-8, 10, 11, 13, 19-21, 23-26, 28, 29, 34, 35, 38-44, 46-49, 53-56, 59, 
62, 63, and 65-67 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Poezevera et al (6773404). 

Regarding claim 1, Poezevera discloses a method comprising: 
monitoring a plurality of physiological parameters of a patient (see Columns 2-3, 
lines 65-62), 
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determining a value of a sleep metric that indicates a probability of the patient 
being asleep based on the physiological parameters (see Columns 3-4, lines 63-11). 

Regarding claim 2, see Column 3, lines 5-8, also the minute ventilation sensor as 
predominantly used by Poezevera can be viewed as a respiration rate. 

Regarding claim 3, see Column 3, lines 7-8. 

Regarding claim 5, see Column 4, lines 4-6. 

Regarding claim 6, the sleep metric values could be the values taken for both the 
minute ventilation and the activity sensor, and a multitude of values are taken by each 
of these sensors. 

Regarding claim 7, once the plurality of signals are gathered for the physiological 
parameters they are averaged to form an overall sleep metric and compared with a 
threshold value to determine the sleep status of the individual (see Columns 3-4, lines 
63-28). 

Regarding claim 8, see rejection of claim 7 above. 
Regarding claim 10, see Column 4, lines 4-7. 

Regarding claim 1 1 , the method of Poezevera teaches to compare a sleep value 
with a plurality of thresholds to determine a sleep state of the individual (see Column 4, 
lines 4-27). 

Regarding claim 13, the threshold value of Poezevera is selected by the user. 
Regarding claim 19, Poezevera discloses a system comprising: 
a plurality of sensors, generating a signal as a function of at least one 
physiological parameter (see Columns 2-3, lines 65-62), 
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a processor that monitors a plurality of physiological parameters of the patient 
based on the signals output by the sensors, and is capable of determining a value of 
sleep metric that indicates a probability of the patient being asleep based on the 
physiological parameters (see Columns 7-8, lines 44-8). 

Regarding claim 20, see Column 3, lines 5-8, also the minute ventilation sensor 
as predominantly used by Poezevera can be viewed as a respiration rate. 

Regarding claim 21, see Column 3, lines 7-8. 

Regarding claim 23, the processor of Poezevera is capable of determining a 
mean value and determining a sleep metric therefrom (see Columns 7-8, lines 44-8, 
Columns 3-4, lines 63-28). 

Regarding claim 24, the sleep metric values could be the values taken for both 
the minute ventilation and the activity sensor, and a multitude of values are taken by 
each of these sensors, and the processor of Poezevera is capable of determining these 
values. 

Regarding claim 25, the processor of the current invention performs all of the 
methods discussed in the summary and disclosure of the invention, once the plurality of 
signals are gathered for the physiological parameters they are averaged to form an 
overall sleep metric and compared with a threshold value to determine the sleep status 
of the individual (see Columns 3-4, lines 63-28). 

Regarding claim 26, see rejection of claim 25. 

Regarding claims 28 and 29, the memory of the processor stores the threshold 
value and the processor compares the value to a threshold value to determine the sleep 
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status of the patient, and the memory is capable of storing a plurality of threshold values 
and the processor is capable of comparing the values of the sleep metric with the 
threshold values to determine the sleep state of the patient (see Columns 7-8, lines 44- 
8 and Columns 3-4, lines 63-28). 

Regarding claims 34 and 35, see column 4, lines 65-67. 

Regarding claim 38, see Column 4, lines 65-67. 

Regarding claim 39, Poezevera discloses a system comprising: 

a plurality of sensors, generating a signal as a function of at least one 
physiological parameter (see Columns 2-3, lines 65-62), which are the means for 
monitoring a plurality of physiological parameters, 

a processor that monitors a plurality of physiological parameters of the patient 
based on the signals output by the sensors, and is capable of determining a value of 
sleep metric that indicates a probability of the patient being asleep based on the 
physiological parameters (see Columns 7-8, lines 44-8), which can be viewed as the 
means for determining a value of sleep metric. 

Regarding claim 40, although not specifically mentioned in the specification the 
means for generating the signal is viewed to be an analog to digital converter (see 
Column 8, lines 1-9), and the means for monitoring comprises means for monitoring the 
physiological parameters based on the signal. 

Regarding claims 41-43, the processor of Poezevera is capable of performing 
these functions and has means for accomplishing these functions, see rejections of 
claims 24, 25, and 28. 
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Regarding claim 44, see Column 3, lines 16-21, and column 4, lines 65-67, 
wherein the processor is capable of controlling the delivery of the therapy based on the 
determination of whether the patient is asleep. 

Regarding claim 46, Poezevera discloses a method comprising: 

monitoring a physiological parameter of a patient via an implantable medical 
device (see Columns 3-4, lines 4-67), 

determining whether the patient is asleep based on the physiological parameter 
(see Columns 3-4, lines 63-11). 

Regarding claim 47, the device of Poezevera also monitors the activity level (see 
Column 4, lines 1 1-28), also the plurality of physiological parameters can be just the 
multitude of values taken from the first physiological parameter. 

Regarding claim 48, the averaging of the values of the physiological value can be 
viewed as the sleep metric, which is then compared with a threshold values, and 
determines whether or not the patient is asleep (see Columns 3-4, lines 63-1 1). 

Regarding claim 49, 

the sleep metric value could be the values taken for both the minute ventilation 
and the activity sensor, and a multitude of values are taken by each of these sensors 
and averaged, 

once the plurality of signals are gathered for the physiological parameters they 
are averaged to form an overall sleep metric and compared with a threshold value to 
determine the sleep status of the individual, 

regarding the comparison of the values (see Column 4, lines 4-27). 
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Regarding claim 53, Poezevera discloses a system comprising: 

a sensor to generate a signal as a function of a physiological parameter of a 
patient (see Columns 2-3, lines 65-8), 

an implantable medical device that includes a processor to monitor the 
parameter (see Column 4, lines 65-67 ,and columns 7-8, lines 44-9). 

Regarding claim 54, see Columns 7-8, lines 44-9, and columns 3-4, lines 63-28. 

Regarding claim 55, the implantable medical device comprises a memory 
capable of storing a threshold values (see Column 7, lines 63-67), 

and the processor is capable of determining a value of a sleep metric that 
indicates a sleep state of the patient based on the plurality of physiological parameters, 
compares the value to a threshold value, and determines if the person is asleep (see 
Columns 7-8, lines 44-9, Columns 3-4, lines 4-67). 

Regarding claim 56, see rejection of claim 49 above. 

Regarding claim 59, see Column 4, lines 65-67. 

Regarding claim 62, see Column 4, lines 65-67, and these devices can be used 
as a neurostimulator. 

Regarding claim 63, the disclosure of Poezevera discloses a processor having 
instructions stored on memory so that the desired methods of invention can be 
performed (see Columns 7-8, lines 44-9), the instructions are stored in memory which is 
a computer readable medium, for the method discussed in claim 63 see rejection of 
claim 1. 

Regarding claim 65, see rejection of claims 6 and 7. 
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Regarding claim 66, see rejection of claim 10. 
Regarding claim 67, see rejection of claim 1 1 . 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 4, 22, and 64 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over Poezevera in view of Kowallik et al (6752766). Poezevera discloses the claimed 

device and method except for the method comprising a step of determining the 

variability of a physiological parameter and determining a sleep value based on the 

variability. Kowallik teach it is known to provide a method a device and method that is 

capable of detecting the variability of a respiration rate so that the signals and 

parameter can be analyzed to characterize the stage of sleep that the individual is in 

(see Column 2, lines 21-52). It would have been obvious to one having ordinary skill in 

the art at the time the invention was made to modify the device and method of 

Poezevera with a method step of determining the variability of a physiological parameter 

and determining a sleep value based on the variability, as taught by Kowallik et al, so 

that the signals and parameter can be analyzed to characterize the stage of sleep that 

the individual is in. 

Claims 9 and 27 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Poezevera in view of Remmers et al (5645053). Poezevera discloses the claimed 
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method and device except for using a weighting factor to determine the sleep metrics. 
Remmers et al teach it is known to use a weighting value with a respiration rate (one of 
the physiological parameters of the applicant) which results in quicker adaptation of the 
threshold detection mechanism (see Column 11, lines 13-17). It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
modify the method and device of Poezevera to include using a weighting factor to 
determine the sleep metrics, as taught by Remmers et al, which results in quicker 
adaptation of the threshold detection mechanism. 

Claims 12, 30, and 68 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Poezevera in view of Rapoportet al (5732696). Poezevera discloses 
the claimed invention except for the device comprising a method and device for 
determining whether the patient is in one of a rapid eye movement sleep state or a non- 
rapid eye movement sleep state. Rapoport et al teach it is known to provide a method 
and processor that determines whether the patient is in a rapid eye movement sleep 
state or a non-rapid eye movement sleep state, to further characterize there sleep state 
which is useful in determining when to apply a therapy and gives insight into how soon 
the patient will awake (see Column 5, lines 5-39). It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the device of 
Poezevera with a method and device for determining whether the patient is in one of a 
rapid eye movement sleep state or a non-rapid eye movement sleep state, as taught by 
Rapoport et al, to further characterize there sleep state which is useful in determining 
when to apply a therapy and gives insight into how soon the patient will awake. 
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Claims 14-18, 32, 33, 36, 37, 45, 50, 51, 52, 57, 58, 60 and 61 are rejected under 
35 U.S.C. 103(a) as being unpatentable over Poezevera in view of Cho et al 
(2002/0193697). Poezevera discloses the claimed method except for the method 
comprising controlling delivery of therapy to the patient based on the determination of 
whether the patient is asleep. Cho et al teach it is known to provide a step of delivering 
therapy to a patient based on the determination of a sleep metric (in this case apnea 
hypopnea index) so that the efficacy of the therapy can be monitored to see if the 
correct form of therapy is being used, while the patient is still asleep, or if a new therapy 
should be used (see paragraphs 0030, 0031, 0046, and 0048). It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
modify the device and method of Poezevera with a method of controlling delivery of 
therapy to the patient based on the determination of whether the patient is asleep, as 
taught by Cho et al, controlling delivery of therapy to the patient based on the 
determination of whether the patient is asleep. Also, it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the method 
of Poezevera with a step of determining the efficacy of the therapy, as taught by Cho et 
al, to determine if the therapy is working or to determine if a new therapy needs to be 
used. 

Regarding claims 15, 33, 45, 51, and 58 Poezevera discloses the claimed 
method and system except for storing the information of when the patient is asleep with 
the processor. Cho et al teach it is known to provide a processor and to store values of 
sleep events so that the values can be analyzed later to provide a diagnosis for a 
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specific form of therapy for the patient (see paragraphs 0053, 0054, 0055). It would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to modify the device and method of Poezevera with a step of storing the 
information of when the patient is asleep with the processor, as taught by Cho et al, so 
that the values can be analyzed later to provide a diagnosis for a specific form of 
therapy for the patient. 

Regarding claims 17 and 18, the therapy delivered in Cho et al can be viewed as 
a form of neurostimulation and pain therapy. 

Regarding claims 36 and 60, Poezevera discloses the claimed invention except 
for the implantable device being coupled to the sensor via a lead. Cho et al teach it is 
known to attach a sensor to an implantable medical device via a lead (see paragraph 
0027), to allow for control of both the implantable medical device and the sensors under 
the same processor. It would have been obvious to one having ordinary skill in the art at 
the time the invention was made to modify the device of Poezevera with a sensor being 
coupled to an implantable medical device, as taught by Cho et al, to allow for control of 
both the implantable medical device and the sensors under the same processor. 

Regarding claims 37 and 61, Poezevera discloses the claimed invention except 
for the implantable device being coupled wirelessly to the sensor. Cho et al teach it is 
known to attach a sensor to an implantable medical device wirelessly (see paragraph 
0033) so that the sensor can be placed in a different region than that of the implantable 
medical device. It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to modify the device of Poezevera with an implantable 
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device being coupled wirelessly to the sensor, as taught by Cho et al, so that the sensor 
can be placed in a different region than that of the implantable medical device. 

Claim 31 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Poezevera in view of Goldberg et al (6296606). Poezevera discloses the claimed 
invention except for the system comprising a user interface, where the user selects the 
threshold. Goldberg et al teach it is known to provide a medical system with a user 
interface that allows a caregiver to select a predetermined threshold (see Column 24, 
lines 6-7), so that the user can select a desired threshold based on their specifications. 
It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the device of Poezevera to include a user interface that 
allows for selecting a threshold, as taught by Goldberg et al, so that the user can select 
a desired threshold based on their specifications. 

Prior Art 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

U.S. Pat. No. 4,297,685 Brainard, II discloses an apparatus and method for sleep 
detection 

U.S. Pat. No. 6,878,121 Krausman et al disclose a sleep scoring apparatus and 
method 

U.S. Pat. No. 6,514,218 Yamamoto discloses a posture detecting device and 
breathing function-measuring device. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Matthew D. Dryden whose telephone number is (571) 

272- 6266. The examiner can normally be reached on Monday-Friday 8-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). ,//? I 
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